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DEPARTMENT OF HEALTH & liUMAN SERVICES:
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Dallas District
3310 Live Oak Street
Dallas, Texas 75204.6191

February 7, 1997

Ref: 97-DAL-WL-15

WARNING LIH’”1’ER

CERTIFIED MAIL
RETURN wcw-r REQUESTED

Ms. SuzaHIIc I larpcr, President

Sisbro Itl(cr[]a[io[]al Tcchdogics Inc.

15851 Dallas Parkway, #72(1
Dallas, TX 75248

e Dear Ms. }Iarpcr:
-..

on February 6, 1997, [he Food and Drug Administration impec[ed a shipment of ma([rcsscs..
waist belts, and knee pads imported into the Uni(cd States by your firm on February 5, 1997

under cn[ry numbers 1530084230-7 and 1530084081-4. The inspection revealed [hc produc[s
were actually class Ill maguctic medical devices. As an importer and registered distributor OI-
mcdical devices, your firm is aware that [hcse products arc regulated by the Food and Drllg

Administration and must bc properly declared at [hc time of cn[ry.

Such misrepresentation at the time of entry appears to be at] attempt to circumvent I;DA*s
s[a[utory rcquircmcn[ mandating an approved application for Prcmarkct Approval pursual~( [u

Scctioi] 5 15(a) [Adultcra[ion, Scctim 501 (f)( l)(b)] and a Inedical dcvicc listing as required by

Scc(iol~ 5 I[)(j), [Misbran(.lillg, Section 502(O)]

I;ailurc to promptly correct (his violation and prevent future violations may result in rcgula[f]ry

ac[iorl without fur[hcr notice such as seizure, injunction, or automatic dctcntim of future
sl]iplncn(s. It is your rcspmsibility, as hc impor(cr, [o ensure [hat imported product InecIs all
(Ilc rcquircmcn(s of [hc Federal Food, Drug, aml Cosmetic Act aml the rcgulatims promulga[cd

[Iwrcumlcr.

Wi(l]in ( 15) days of rcccipt of this letter, notify [his otl”icc in wri[ing of [he specific s[cps you

I

I]avc taken (o correct this violation, including an cxplamtiot] of each step being” taken to l;rcvct][

[he recurrence of [he violation.
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Your wri[[cl] rcspome should be addressed (o Todd W. Cato, lmpor[ Compliance Officer, at tl]c

above lct[crl~. .~d address.

Sincerely,

& x’#L_
.Joscph R. 13aca
District Director
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